FDA audit of nonclinical studies.
FDA is increasing its efforts to enforce regulations governing the conduct of nonclinical (animal) trials to support evidence of safety. Since the GLP regulations were promulgated in 1987, the incidence of deficiencies at these animal facilities has remained constant despite an increased number of issued warning letters. These warning letters constitute a serious breach of the FDA regulations and has resulted in certain cases in rejection of nonclinical study data, termination of the IND application, and disqualification of the facility as well as criminal prosecution of individuals involved in fraudulent practices.